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covered by the certification or the applicable
certification regulations or regulations pro-
viding for exemption from certification. The
advertisement shall present information
from such labeling covered by the certifi-
cation or the applicable certification regula-
tions or regulations providing for exemption
from certification, relating to each specific
side effect and contraindication in such la-
beling and such regulations for the adver-
tised drug dosage form(s) or shall otherwise
conform to the provisions of paragraph
(e)(3)(iii) of this section.

* * * * *

PART 205—GUIDELINES FOR STATE
LICENSING OF WHOLESALE PRE-
SCRIPTION DRUG DISTRIBUTORS

Sec.
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AUTHORITY: 21 U.S.C. 351, 352, 353, 371, 374.

SOURCE: 55 FR 38023, Sept. 14, 1990, unless
otherwise noted.

§ 205.1 Scope.
This part applies to any person, part-

nership, corporation, or business firm
in a State engaging in the wholesale
distribution of human prescription
drugs in interstate commerce.

§ 205.2 Purpose.
The purpose of this part is to imple-

ment the Prescription Drug Marketing
Act of 1987 by providing minimum
standards, terms, and conditions for
the licensing by State licensing au-
thorities of persons who engage in
wholesale distributions in interstate
commerce of prescription drugs.

§ 205.3 Definitions.
(a) Blood means whole blood collected

from a single donor and processed ei-

ther for transfusion or further manu-
facturing.

(b) Blood component means that part
of blood separated by physical or me-
chanical means.

(c) Drug sample means a unit of a pre-
scription drug that is not intended to
be sold and is intended to promote the
sale of the drug.

(d) Manufacturer means anyone who
is engaged in manufacturing, pre-
paring, propagating, compounding,
processing, packaging, repackaging, or
labeling of a prescription drug.

(e) Prescription drug means any
human drug required by Federal law or
regulation to be dispensed only by a
prescription, including finished dosage
forms and active ingredients subject to
section 503(b) of the Federal Food,
Drug, and Cosmetic Act.

(f) Wholesale distribution and wholesale
distribution means distribution of pre-
scription drugs to persons other than a
consumer or patient, but does not in-
clude:

(1) Intracompany sales;
(2) The purchase or other acquisition

by a hospital or other health care enti-
ty that is a member of a group pur-
chasing organization of a drug for its
own use from the group purchasing or-
ganization or from other hospitals or
health care entities that are members
of such organizations;

(3) The sale, purchase, or trade of a
drug or an offer to sell, purchase, or
trade a drug by a charitable organiza-
tion described in section 501(c)(3) of the
Internal Revenue Code of 1954 to a non-
profit affiliate of the organization to
the extent otherwise permitted by law;

(4) The sale, purchase, or trade of a
drug or an offer to sell, purchase, or
trade a drug among hospitals or other
health care entities that are under
common control; for purposes of this
section, common control means the
power to direct or cause the direction
of the management and policies of a
person or an organization, whether by
ownership of stock, voting rights, by
contract, or otherwise;

(5) The sale, purchase, or trade of a
drug or an offer to sell, purchase, or
trade a drug for emergency medical
reasons; for purposes of this section,
emergency medical reasons includes
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